
Food and Drug Administration 
5630 Fishers Lane, Room 1061 
Rockvitle, MD 20852 

Application for Exemption from 21 CFR201.66 
Request for Deferral of Compliance Time 

ear Sir or Madam: 

eil Consumer Healthcare currently markets Tylenol@ Sinus Caplet in a 2 cou 
yethylene pouch. McNeil has been marketing this sheff keeping unit {SK 
ximately IQ years. Our current tabeling text is provided as Attachment I. 

Due to the limited amount of space that is available for labeling on this pouch SKU, 
we have developed a booklet style pouch to accommodate implementation of Drug 
Facts. The labeling text in booklet format is provided as Attachment 2. The pages 
0 e booklet pouch can be opened by the consumer, thus providing complete 
~abeSing ~nformation~ 

this booklet pouch may require additional compliance time for 
Therefore, we are submitting this request for additional time (6 

onths) beyond the May 16, 2002 compliance deadline to ensure that we can 
acquire, install, and validate the equipment that is necessary to produce, on a 

liable, repetitive basis, a “compliant” booklet pouch package. The pouch is an 
innovative package technology and requires sufficient devefopment time to master 
the interface between equipment and material. 

As the agency is undoubtedly aware, activities involving new package design, 
equipment acquisition, and packaging line validation expend considerable resources. 
E3ased on our company’s historical experience in designing and implementing new 

ckaging options, the timeline for implementation of the booklet pouch follows: 



Activity 

ader and build equipment 

and va~~data ~qui~ment 

ouch specifications 

Line testing and resolution of pute~t~a~ 
material issues 

2”d quarter 2002 

2”” Charter 2002 

CP Quarter 2002 

ZVd Quarter 2002 

Start to ship 

your review 0 this d~f@rra~ request fear add~t~o~a~ co 
e any quastions~ please ~~~ta~t me at 215-273-7878, 

Very truly yaurs, 

ical and Regulatory Science 

cc (Letter only) C Ganfey, MD ~~FD-~~~~ 
W. ~l~e~berg, Ph. D-560) 


